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Dear Mr. Ransick: b 

we Ilava crxnpleted our anas$ot#e above n3ferenced’.eamples. This arw&slswras 
pMonned under the Uho&atii4sfyour purchase order #I !56138389441. The foUoMng 
report summarizes our methodology and the fwults of our analysis. . 

. 

A~laS34instrumentsvvenrsaaivedbyMcC~n~Assadatesovera~monthpc#iad ’ 
starting 8 May 2002 and ending 7 July 2002. The Instruments recehA are identMl in 
Table 1. These instruments wewe~designed for one-time use, but have been cleaned and 
packagad kKtwse, You askedus to examine these instruments for any signs of use and 
toldentifythempos~of~*~ 

On8May20(32,l~twlthjroU8fbWfaclllty,andyoubrwghtseveralbrwrdnew. 
instruments in theii manufactur&‘~idriginal packaging and 25 reprocessed in&umen& 
We eqmined the never-used ins&wnents and you famiIiirized me with the u88 of each 
instrument. You pointed out IocatMs on each instrumant, which may be prone to 
collecting residues, where spedal care should be taken during our examination. We also 
grouped the reprocessed insbuments into general categories in of&r to f8cGi a mow 
organized approach to the analysis of the instruments. 

Analvsis ’ I 
.- 2 / 

As a guide for analysis, we received several protocols describing the criteria each 
instrument type should meet In order to pass the requirements .as a dean Instwnent The 
four protDcOls which were used ark3 ‘as follow 
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Appendii A: Test Specification for Lapafwonlc Shears 
Appendix D: Test Spec&ation for Liidip Endoscopic Rotating MultIpIe 

Appendix E: Tes~~Spe$f@Uon for Endascopic Staplers, 354 mm 
Appendix F: Gene~i‘TfXSp&icatM 

. 

l 

B&ore the packaging of any 0f,lnstrument was opened, images were taken with a digi& 
mnefa to document the condii of the instrumsnb (as rece!ved), the type of p0ckaging 
and tha infomiat&n provided onthe IeMing. Original packaging Fran many of the 
Mruments consisted of a rigid.@astic tray; hqwever, paming ofth8 m 
Instruments isa plastic bag fMwced with a cardboard support, Sincethe in- 
wererepackagedhrnorwisid#mtainers,ru~cap~p~~ar~~tlpsodthe 
fnstnlmerlts. sf.Mnf3ofthesepotectivecapsfromtheUpaofthe~~ 
dll, marring the padiaglng, In some cast& the diskdgfng d the proMrive caps 
possibly caused fine ph pricks~~f~,ttw pack&hg. To document tMs damage to the 
ppagd$ag.q~.q we also taken and ara saved on a CD-ROMwhkh is 

,. 
. . , ; . ,  

photo&es of the test p&a&~- made and used as a worksheetwhen examination 
of the instruments was perfoM$ A copyx~P each filled-in WwksM Is pmv&d in the 
Appendix to thk report Once the packagIng was opened, the lnstfuments~ fi9mbed 
uslnga~iarrscopev Aw.;susW~~~n~~~~uainga 
&arpened tungsten needle, J&$iiues suspected to be blood wem placed on a moUened’ 
Hemastix@testtrip. TheHqq@j@eststripisapresumpWecdwtest,whlchisvwy 
m~ltlve and used for ltp tes#@ blood In urine. Whbn necessq, the Wated residue 
was also prepared for an~lys&,j@Wed miciospedrosooW (RIR) arrd/welemental 
-b- by m d!vqW .ww V-=PY (EW on u-e ==W - 
micrwcope. Thcstweom~ was alsq equipped with a digital.cwwa and, in some 
comes, hnages were taken to document the nsibue observed on the ins$ument. The .-i.. I 
images taken through th~,s~~@mscope are fmnatbd fn a PowerPoint p~entatbn 
ptwkied on a CD&m and,hqt@mpk oft)?- low magniiieatbn photomicmgfaptm m 
pnwided in Figures 1 through 43. A summary of parhldes and residues isolated’.from each 
instrument for analysis is pmv@ed in Table II. All of the infrared specba and EDS spec&a 
of the ana&ed &dues arq~ylded In FIgwe& 44 through 71. 

0 Many of the instruments have i, plastic sheath covering the shaft mechanism. In orderto 
observe if any residues have mlg*d under the sheath, the &IO&I was wtwifh a razor 
blade appmtimately 2 to 3 in$ps;and pulled back to obswve the surface of@e shaQt 
Some of the instrum~ ““pb+fved to have reddiiWbfuwn parlilate, which wa~ 
o(ten ldentifled as iron o$kkb @yges vim3 taken showing examples of ~CJ~IQ&I observed ’ 
on many of the instruments., L .- 
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YOU requested w take careful o.bsenration of the two stapiar devices (R0076 and 
ROOfQ) received on 14 June 2oQ2 which had no staple cartridges. In part’icutar, you 
wera interested In evidence of.mateflal being bdgad in the pockets of the anvil. 
Careful Ob6enWhI was made and. no evidence of mateM was obsewd. 

lnsbument ROO7Q was seen to have the most obvious mntamlnatlon. The handle of 
this instrument was eeen coated3vlth a red residue. When a portIon of the residue 
was isolated and analyzed b$ energy dbperaive x-ray spactrometry, it was identified 
as iron oxide. After the initlal e%amlnaUon, the handle of the instrument was broken * 
open and revealed the source of the itin oxide towiginate from the spring and metal 
t@ger mechanism. Samples were taken of the corroded mechanism for anelysii by . 
energy dispersive x-ray spectroscopy, showing the material to be mainly iron oxide 
w&h traces of silicon, sulfur and .manganesa. Images of the rusted spring mechanism 
are provided in Figures 27 through 29. L 

A preGminary report was faxed tb you on 10 September 2002, and you discovered an 
enur In the report in the analysis of Instruments ROM8 and ROO78. The protocol from 
Appendix E was used In thelr e8qt#wUon instead of the one in Appendix 8. Ths 
pn&wls are similar; however, :th* are some dHfsrences in the section outrining the 
evaluation of the performance@f Ihe inptrument. The observations made for these two 
instruments uslnq Append& E tire compared with the protocol In Appendix 6 and 
both instnrments passed tharaqu@ements In s&Ions B.1 and 8.3. However, 
observations fDt fhe instructions outlined in 82.1 thtwgh 82.6 wld not be made 
since the instrwwnts wwe akeady fired. 

Thank yOtI for OonSlJ~ing M&OfIa AssodaieS, If yOU hm any qU&OflS cOnWt7l~nQ this 
raport@3esadonothasitatatocalL 

Mark A. Bukantls 
Research Microscopist 

MAB:jc 
Enclosures 
Rat MA36631 ;’ P,O. 561363894=01 
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?&LE I - continued 

llet of Reprocessed Instruments Received for Analysis (MA38631) 

No.179 ml6 

Productbricrlptlon . 

Room nc55 unswcutter,5s1~1 staliMad, Inc. 7Ju!y2602 

Roo62 6DCS Endopath Sdesors, Cuwad, with Unipolar Ebctr~eruwty, 6 mm AtHanwMw. 7Jtdy2002 - 

ROO63 5DCS E&path SC&~, Cufvad, v&h UnlpoIar Ele~utery. 6 mm Alnpnce~~ tJutyam2 H 

, . 
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